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§ 862.1715 Triiodothyronine uptake 
test system. 

(a) Identification. A triiodothyronine 
uptake test system is a device intended 
to measure the total amount of binding 
sites available for binding thyroid hor-
mone on the thyroxine-binding pro-
teins, thyroid-binding globulin, 
thyroxine-binding prealbumin, and al-
bumin of serum and plasma. The device 
provides an indirect measurement of 
thyrkoxine levels in serum and plasma. 
Measurements of triiodothyronine up-
take are used in the diagnosis and 
treatment of thyroid disorders. 

(b) Classification. Class II. The device 
is exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to the limita-
tions in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 64 
FR 1124, Jan. 8, 1999] 

§ 862.1720 Triose phosphate isomerase 
test system. 

(a) Identification. A triose phosphate 
isomerase test system is a device in-
tended to measure the activity of the 
enzyme triose phosphate isomerase in 
erythrocytes (red blood cells). Triose 
phosphate isomerase is an enzyme im-
portant in glycolysis (the energy-yield-
ing conversion of glucose to lactic acid 
in various tissues). Measurements ob-
tained by this device are used in the di-
agnosis and treatment of congenital 
triose phosphate isomerase enzyme de-
ficiency, which causes a type of hemo-
lytic anemia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 subject to the 
limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1725 Trypsin test system. 
(a) Identification. A trypsin test sys-

tem is a device intended to measure 
the activity of trypsin (a pancreatic 
enzyme important in digestion for the 
breakdown of proteins) in blood and 
other body fluids and in feces. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of pan-
creatic disease. 

(b) Classification. Class I (general 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1730 Free tyrosine test system. 
(a) Identification. A free tyrosine test 

system is a device intended to measure 
free tyrosine (an amono acid) in serum 
and urine. Measurements obtained by 
this device are used in the diagnosis 
and treatment of diseases such as con-
genital tyrosinemia (a disease that can 
cause liver/kidney disorders) and as an 
adjunct to the measurement of 
phenylalanine in detecting congenital 
phenylketonuria (a disease that can 
cause brain damage). 

(b) Classification. Class I. 

§ 862.1770 Urea nitrogen test system. 
(a) Identification. A urea nitrogen test 

system is a device intended to measure 
urea nitrogen (an end-product of nitro-
gen metabolism) in whole blood, 
serum, plasma, and urine. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of cer-
tain renal and metabolic diseases. 

(b) Classification. Class II. 

§ 862.1775 Uric acid test system. 
(a) Identification. A uric acid test sys-

tem is a device intended to measure 
uric acid in serum, plasma, and urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of numerous renal and metabolic 
disorders, including renal failure, gout, 
leukemia, psoriasis, starvation or 
other wasting conditions, and of pa-
tients receiving cytotoxic drugs. 

(b) Classification. Class I. 

§ 862.1780 Urinary calculi (stones) test 
system. 

(a) Identification. A urinary calculi 
(stones) test system is a device in-
tended for the analysis of urinary 
calculi. Analysis of urinary calculi is 
used in the diagnosis and treatment of 
calculi of the urinary tract. 

(b) Classification. Class I (general 
controls). The device is exempt from 
the premarket notification procedures 
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